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DATE: December 29, 1980

SUBJECT: .Thiabendazole Concentrate

FRCM:

TO:

EPA File Symbol $3410-U

Sheresli A, Sterling
FRB/ 7SS

Henry Jacoby
Product Manager (27)

“Applicant:’ Agri-Chem, lnc.

P.0. Box 17477
Orlando, FL 32860

Ac.ive inyregient:
2-(4=thiazoly!)benzimidazole coverierinnscsscnccnrsooccnssssesl.0f
inert INEredients ceseveieosscsonesosastsscossnsssomasssssencssessdI7 0%

Sackgrounc: An applicat:ian for conditisra}l regiscration was submitted
snder the "alternate® method of support. An Acute Oral, Acute Dermal,
Sye and Skin lrrization studies were subrmitted. These studies were
conductza by Tox Monitor Laboratories, !=z. of Me.rose Park,

i11inais. The studies used "Thizbencazc = Concenzrate® as the test
substancz. ) '

Raconmencaiions:

- )

- The Acutes Ora! studv is considersd Tore Suppiementary Data and,
is sucn, is not aceguate for conai: cnal reg stration purposes.’
?:ease note the foilowing:

\ )
F Zqual numbers of males and femz . =2s must Se tested at each
Z2o0s5age level.
z. “ms Acutz Dermal study .5 considerzz Zore Sucplementary Data and,

15 sucn, 15 not iazquate for concit.snal registration purposes.
» note the foiiowing:
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1. Equal numbers of males ind females must be tested 3z each
dosage fevel.

b. When testing only at one dcsage ;evel, only 2 g/kg »f the
test substance is required.

c. When testing only at one dosage level, all animals should
nave abraded skin.

An Acute Inhalation study was not submitted. This study is
necessary to complete the battery of required human safezy
testing. Please see section 162.81-3 of the "Proposed Gaidelines
for Human Hazard Evaluation" (copy enclosed) for details
concerning this test.

The Eye Irritation study is considered adequate and acceptable
for conditional registration purposes. Please note for
developing future eye irritation testing protocols that an
additional group of 3 amimals that are treated and subsequentiy
lavaged must aiso be tested. Piease see section 163.81—4 of the

"Proposed Guidelines® for additionmal! information.

The Skin Irritation study is considered adequate and acceptable
for the conditional registration of this product. However,
please note that four sites (2 abraded and 2 intact) mus:z be
tested on each animai.

Commments :

If the Acute Oral study is rerun so that the LD50 for females is
withia the same range as for the males, the Acute Dermai study
may be upgraded to Core Minimum Data.

Labeling Recommendations:

1.

No substantial revisions are necsssary at this time. However,
please note that when additionai 3ata are submitted, labeling
revisions may be required.

- Under the "Environmental Hazards® section, the statement "Keep

out of lakes, streams or ponds" may be resplaced with "De not
apply directly to lakes, streams or poncs.® .

Review:

1.

Acute Oral Toxicity; Tox Monitor #80-209;
May 19, 1980; Acc. No. 243753

N
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Procedure: Male Sprague-Dawley rats received oral dosages of
1Thiabendazole Concentrate” by intubation. Animals were observed
for 14 days post-application. At termination of studies, survi-
vors w=are sacrificed and necropsi'ed.

Results: At 2.5 mi/kg, O0/4 M died; at 5.0 mi/kg, 1/4 M died; at
10 mi kg, 1/4 M died. Al! animals appeared normal. Necropsy
revealed all organs of thorax and abdomen were normal. D50
greater than 5 mi/kg (~4.99 g/kg}.

Study Classification: Core Suppiementary Data. Only M subjects
tested.

Acute Dermal Toxicity, Tox Monitor #80-209; November 3, 1980;
Acc. No. 243755 '

Procedure: M, 3F New Zealand white rabbits each received a dose
of 5 mi/xg of "Thiabendazole Concentrate® under occlusive wrap.
Zxposure was for 24 hours. Animals were observed for 14 days.
All survivors were sacrificed ard subjected to necropsy.

Results: No mortalities reported, All rabbits appeared normal
throughout study. Necropsy revealed organs of thorax and abdomen
to be "normal.?" The LDS50 greater than 5§ ml/kg (v 4.99 g/kg).

Study Classification: Core Supplementary Data. Only M subjects
used. Animals with abraded skin should have been tested.

m

ve lrritation: Tox Monitor 780-209;

s

Sctober 10, 1980; Acc. No. 2437:4

rocedure: & New Zealand white rabbits each received 0.1 mi of
‘Thiabendazole Concentrate’ in one eye. Treated eyes were scored

Jsing Draize's method at 24, 48, 72 hours; 7 and 14 days.

Results: At 24 hours, the anly irritation scores noted were
conjunctival redness in 5§ 5=1 and swelling in 2/6=1. All scores
were zero by day 7.

Study Classification: Core Yinimum Data. An "eyewash group was
not tested.

Té%i;Yty Category: [IV-CALTI
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Primary Skin lrritation; Tox Monitor 780-209;
Dctocer 10, 1980; Acc. No. '243756

Procegure: Six M albino rabbits each received 0.5 ml of
"Th:acendazole Concentrate" at each of 2 sites (1 abraded, 1
intacz). Sites were scored at 24, 72 hours.

Resuizs: At 24 hours, ibraded sites showed erythema in 1/6=1,
5/6=2 and edema in 5/6=1; at intact sites 4/6=1, 2/6=2 with
ery:nema and 5/6=1. At 72 hours, abraded sites in 3/6=1 with
ery:thema at intact sites. The Primary Irritation. Index was

1.4% . .

Stugy Classification: Core Minimum Data.
Four sites must be tested pe- animal.

Tox:zi:y Category: |V-CAUTION




